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JO NNPUTEXATEJIMTE HA
PA3SPELLEHHUE 3A TbPI'OBHS HA
EJAPO C JIEKAPCTBEHHA
NPOAYKTHU INOJIYHEHO I10 PEJIA
HA I'JIABA JIEBETA OT 3JIIIXM

ITIOKAHA

3a npeaocraBsiie HAa odepTa 3a JIeKAPCTBEH NPOAYKT, BKJIKYEH B CHHCBHKA M0
1. 2662, aJ1. 2 ot 3JIIIXM, no peaa na Hapeada Ne 10/17.11.2011 r. na M3

Ha ocuopanue wi. 266a, anr. 5, m. 3 om 3axkoHn 3a jexapcmeenume npooykmu 6
xymannama meouyund, 66 6p. ¢ ui. 1, an. 1, m. 2, wn. 3, ar. 3, un. 156, ar. 1 u un. 156 om
Hapeo6a Ne 10/17.11.2011 2. na Munucmepcmeo na 30paseonazeanento

VYMBAIJI ..Ciera Exatepuna™ EAJ], nydiuKkyBa HacTosiaTa 0KaHa 3a npejocraBsiie
Ha o(epTH 3a JEKAPCTBEH MPOILYKT ¢ MEMKYHAPOIHO HEMATEHTHO HANMEHOBAHHUE, BKIIIOYEH B
cnucbKa 1o wi. 266a, an. 2 or 3JI1IXM, xakro ciejsa:

ATC MexayHapoaHo Jlekapcrsena dopma 006110 Nporuo3Ho
HEenaTrTeHTuo H KOJIHYECTBO HAa KOJIHYECTBO B
HAHMEHOBAHHE AKTHBHOTO M.I.
BEHIECTBO B _
B05SBCO01 ' Mannitol 15 % sol. | Mannitol 15 % sol. 540 000
' for inf. 500 ml. for inf. 500 ml. ml./1080 6p./

[Tokanara ce OTIpaBs /10 BCHYKH NPUTEKATE/IH HA paspelieHne 3a ThProBus Ha e/Ipo ¢
JIEKApPCTBEHH TPOJIYKTH, [0J1y4eHo 1o peaa Ha I'nmasa nesera ot 3JITIXM.
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Ha pasriekaatHe nojjexar c¢JAHHCTBCHO OC]JCpTI-i._ KOHTO OTroBapar Ha YC/IO0BHATA

IIOCOYEHH B HACTOALLATA [MOKaHa U IIPHJIOKCHHTC 06])33].[11. KaxKToO cjie/Ba:

1.
2

=7
5.4

Obexr: Jlocraska.
[peamer: M300p Ha H3NBAHMTE 3a JOCTABKA HA JICKAPCTBEHH HPOYKTH, BKIIOUCHH B
cnuchKa o wi. 266a, an. 2 or 3JIIIXM.

Msicro Ha mnbanenne: rp. Codus, 6yn. ,llenuo Cnaseiiko” Ne52 A - YMBAII
..Csera Exarepuna” EAJ], bonnnuna anreka.
OcraTb4eH C€POK HA TOJHOCT HA JIEKAPCTBEHHHT npoaykr: Kbm jara Ha

U3BLpLIBaHE/IPHEMaHE Ha J0CTABKATA, JIOCTaBEHHSAT JICKAPCTBEH MPOJYKT CJIe/1Ba /1A € C
OCTATBUYEH CPOK HA FOJHOCT HE MO-MaJKo oT 1 /ejiHa/ rojuua.
H3uckBaHus KbM ChAbpP/KaHHETO HA opeprara:

[lpurexarenure Ha paspelleHHe 3a ThProBUA HA €ApO C JICKAPCTBEHH NPOJYKTH,

nojasat oepra/cBo00IeH TEKCT/ KbM KOATO C€ NpHJIarar Cle/HUTE JOKYMEHTH.

3.2.

JIHLE;

5.3.
5.4.
3.5,
5.6.
3. 7.
5.8.
5.9.
5.10.
841,
6.

[IbaHOMOWIHO 3a [oaBade Ha odepTa. Koraro oeprara ce 110/1aBa OT yi'bJIHOMOLICHO

Me3K1yHapOAHO HeNaTeHTHO HAMMEHOBAHHE HA AKTHBHOTO BELIECTBO;
THproBcko HaMMEHOBAHHE HA JIEKAPCTBEHMS IPOYKT]

Bu na nexapcrBeHara popma M KOJIMYECTBO BEUIECTBO B [1030Ba €/IMHHIA]
[Ipoussoauren;

KonuuyecTBo B €/1HAa ONAKOBKA;

[leHa Ha nexapcTBEHHs NPOJIYKT;

Cpok 3a ji0cTaBKa;

Cpok Ha BaJIM/IHOCT Ha 1pe/icTaBeHara odepra;

JIpyrs OTHOCHMH JIOKYMEHTH 110 IIPELIEHKa Ha JIMIETO nojasaio opeprara.

Besika oepra o Hacrosiiata MoKaHa, , ce 110aBar 10 €J1eKTPOHEH NbT B CPOK 10

23.04.2026r1. BKJIIOYHTEIHO.

6.1.

Odepra, nojajzeHa Mo eJIeKTPOHEH IIbT CJIE/BA [1a OTTOBAPST Ha YCIOBHSATA MOCOUCHH

B HACTOSILIATA [I0KaHAa M npu yciosusta W peaa na 3EJIEVY u noganena na email:
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**% 3apenencka: He ce pazenexcoam ogepmu, noayueHu u36bH onpedeieHus CpoK Ha

NMOKaHamada.
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